A randomized clinical trial of close contact casting vs the usual practice of surgery for treating unstable ankle fractures in older adults found equivalent ankle function outcomes at 6 months. 1 Higher rates of radiological ankle malunion in the casting vs surgical groups (15% vs 3%, respectively) and nonunion (medial malleolus: 7% vs 1%, respectively) suggested that equivalence between the 2 groups may be lost if symptoms or functional limitations from posttraumatic arthritis manifest later. 2 A follow-up at least 3 years after randomization was conducted to determine if equivalence persisted over time.
with a prespecified equivalence margin of ±6 points. Extended follow-up used the same primary outcome and equivalence margin and assessed quality of life and pain as secondary outcomes ( Table 1) . A post hoc analysis of additional operations after 6 months was also conducted. Per-protocol primary analysis was used, consistent with the main trial. 1 Random-effects models estimated mean differences and 95% CIs between treatments adjusted for age, sex, fracture pattern, baseline score, and time to follow-up, including the center variable as a random effect. The random-effects model was also used post hoc to assess differences in OMAS for participants with vs without radiological malunion and nonunion at 6 months. Change from baseline score was analyzed for outcomes without normal distribution. The primary outcome at extended follow-up assessed equivalence with the null hypothesis that the 2 groups were not equivalent. For all other outcomes, tests were 2-sided with a P value of .05 or less for significance. Analyses were conducted with Stata (StataCorp), version 15.0.
Results | From September 2013 through November 2016, 450 of the 620 randomized participants (73%) responded to follow-up at a median of 3 years (range, 2.9-9.5). Responders and nonresponders had similar characteristics (Table 1) Five casting participants (2%) had internal fixations for nonunion after 6 months. There was 1 internal fixation revision, 1 arthroscopy, and 1 hindfoot osteotomy among surgery participants. In post hoc analysis, from randomization to extended follow-up, mean total operating room procedures per participant (per protocol) were 1.2 (SD, 0.5) in the surgery group and 1.3 (SD, 0.6) in the casting group, and mean total surgical procedures per participant were 1.2 (SD, 0.5) in the surgery group and 0.3 (SD, 0.6) in the casting group.
Of 67 participants with radiological abnormalities at 6 months, 43 (64%) provided extended follow-up data. Those with malleolar malunion at 6 months had significantly lower OMAS scores (n = 30; mean, 58.7 [SD, 33.1]) than those without (n = 372; mean, 79.8 [SD, 23.5]; mean difference, −16.4 [95% CI, −25.0 to −7.8]; P < .001). Participants with medial malleolar nonunion at 6 months also had significantly lower OMAS scores (n = 13; mean, 55.4 [SD, 38.5]) than those without (n = 388; mean, 79.1 [SD, 23.9]; mean difference, −13.9 [95% CI, −26.6 to −1.2]; P = .03). Treatment was not a significant covariate in these analyses.
Discussion | Equivalence in function between casting and immediate surgery strategies was maintained at 3 years. In post hoc analyses, participants with radiological malunion and medial malleolar nonunion at 6 months had lower OMAS scores at 3-year follow-up. These longer-term outcomes will support surgeon and patient decision making. The findings indicate that treatment of ankle fractures in older adults should focus on obtaining and maintaining a reduction until union, by the most conservative means possible.
The study was limited by its reliance on self-reported events requiring participant recall and by loss to follow-up. c Range, typically from 0 (death) to 1 (perfect health); negative scores can be obtained, reflective of a patient's quality of life being worse than death. d Scores were from 1 to 5; 1 indicates "none" and 5 indicates "constant and severe." e Score were from 1 to 3; 1 indicates "no pain or discomfort" and 3 indicates "extreme pain or discomfort."
Electronic Health Record Usability Issues and Potential Contribution to Patient Harm
Electronic health record (EHR) usability, which is the extent that EHRs support clinicians in achieving their goals in a satisfying, effective, and efficient manner, is a point of frustration for clinicians and can have patient safety consequences.
1,2
However, specific usability issues and EHR clinical processes that contribute to possible patient harm across different health care facilities have not been identified. 3 We analyzed reports of possible patient harm that explicitly mentioned a major EHR vendor or product. 4 Methods | This study was approved by the MedStar Health Institutional review board with an informed consent waiver. Patient safety reports, which are free-text descriptions of safety events, were analyzed from 2013 through 2016. Reports were retrieved from the Pennsylvania Patient Safety Authority database, which collects reports from 571 health care facilities in Pennsylvania, and from a large multihospital academic health care system in the midAtlantic, outside of Pennsylvania. Reports were voluntarily entered by health care staff, mostly nurses, and included several sentences describing the safety event, contributing factors, and categorization of effect on the patient. This categorization indicates whether the event reached the patient (meaning additional health care services were required), whether there was harm at the time of reporting, or the potential for harm to the patient. The harm categories were (1) reached the patient and potentially required monitoring to preclude harm, (2) potentially caused temporary harm, (3) potentially caused permanent harm, and (4) could have necessitated intervention to sustain life or could have resulted in death.
Reports were included for analysis if 1 of the top 5 EHRs (vendors or products; based on the number of health care organizations attesting to meeting meaningful use requirements with that EHR) was mentioned and if the report was categorized as reaching the patient with possible harm. 4 Two usability experts reviewed reports to determine if the report contained explicit language to associate the possible harm report with an EHR usability issue. Usability-related reports were further categorized into 1 of 7 usability topics to describe the primary usability challenge, based on a synthesis of previous taxonomies, and categorized into 1 of 4 EHR clinical processes, based on existing categories of EHR interactions ( Table 1) . A subset of the data (15%) were dually coded. Inter-rater reliability κ scores were 0.9 (usability as a contributing factor), 0.83 (usability category), and 0.87 (EHR clinical process).
